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Applicant's or agent's file reference 
FB/BM45394 


IMPORTANT NOTIFICATION 


International application No. 
PCT/EP00/05854 


International filing date (day/month/year) 
23/06/2000 


Priority date (day/month/year) 
25/06/1999 


Applicant 

SMITHKLINE BEECHAM BIOLOGICALS S.A. 



1. The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, if any, established on the international application 



2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication 
to all the elected Offices. 



3. Where required by any of the elected Offices, the International Bureau will prepare an English translation of the 
report (but not of any annexes) and will transmit such translation to those Offices. 



4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filing 
translations and paying national fees) within 30 months from the priority date (or later in some Offices) (Article 
39(1 )) (see also the reminder sent by the International Bureau with Form PCT/IB/301). 

Where a translation of the international application must be furnished to an elected Office, that translation must 
contain a translation of any annexes to the international preliminary examination report. It is the applicant's 
responsibility to prepare and furnish such translation directly to each elected Office concerned. 

For further details on the applicable time limits and requirements of the elected Offices see Volume II of the 
PCT Applicant's Guide. 
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FB/BM45394 


cod ci i dtu cd a r*-rir*ftj See Notification of Transmittal of International 

l-UM runTHcn ACTION Preliminary Examination Report (Form PCT/1PEA/416) 


IntemationaJ application No. 
PCT/EPOO/05854 


International filing date (day/month/year) 
23/06/2000 


Priority date (day/month/year) 
25/06/1 999 


Internationa] Patent Classification (IPC) or national classification and IPC 
C12N15/31 


Applicant 






SMITHKLINE BEECHAM BIOLOGICALS S.A. 





1 . This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

IS This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of 4 sheets. 



3. This report contains indications relating to the following items: 
I S Basis of the report 



Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability- 
citations and explanations suporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



II 


□ 


III 


H 


IV 


□ 


V 




VI 


□ 


VII 


□ 


VIII 


□ 



Date of submission of the demand 
18/12/2000 


Date of completion of this report 
21.09.2001 


Name and mailing address of the international 
preliminary examining authority: 

European Patent Office 
Wjn D-80298 Munich 
. Tel - +4 9 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 - 4465 

Form PPT/IDCA/xnn / — ■ iV , , - — 


Authorized officer ^ w 

Grosskopf, R (l JW !) 
Telephone No. +49 89 2399 8714 



INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/EP00/05854 



I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 1 7)): 
Description, pages: 

1 -68 as originally filed 

Claims, No.: 

1 -26 as received on 25/06/2001 with letter of 22/06/2001 

Drawings, sheets: 

1/8-8/8 as originally filed 

Sequence listing part of the description, pages: 

67-68, as originally filed 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

S contained in the international application in written form. 

El filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 
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□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 



III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application. 

EI claims Nos. 22, 26. 
because: 

□ the said international application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination {specify): 

□ the description, claims or drawings (indicate particular elements beloW) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

IS the claims, or said claims Nos. 22, 26 are so inadequately supported by the description that no meaningful 
opinion could be formed. y 

□ no international search report has been established for the said claims Nos. . 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide 
and/or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
instructions: 

□ the written form has not been furnished or does not comply with the standard. 

□ the computer readable form has not been furnished or does not comply with the standard. 

V. Reas 0ned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement Y 
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1. Statement 



Novelty (N) 


Yes: 


Claims 


1-21,23-25 




No: 


Claims 




Inventive step (IS) 


Yes: 


Claims 


1-21,23-25 




No: 


Claims 




Industrial applicability (IA) 


Yes: 


Claims 


1-21,23-25 




No: 


Claims 





2. Citations and explanations 
see separate sheet 
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Ad item III and V: 

The present application discloses a novel polypeptide designated "BASB1 10" 
which has the amino acid sequence of SEQ ID NO: 2 or a variant thereof having 
the amino acid sequence shown of SEQ ID NO: 4 which appears to be located at 
the surface of M. catarrhal is cells. The preliminary tests which have been 
carried out seem to demonstrate that said protein might be useful as a vaccine or 
a diagnostic agent. 

Therefore, novelty and inventive activity for the specific protein, certain variants 
thereof (85% identity over the entire length) and the corresponding DNA may be 
acknowledged. 

Whereas, the scope of the amended claims which are directed to fragments of 
said proteins now is limited in an acceptable manner this does not apply for the 
claims which are directed to antibodies against the proteins according to Claim 1 
(see Claims 22 and 26). Said claims are still unduly broad, unclear and the uses 
of said compounds are not supported by the description. 

In fact, the limitation which has a certain meaning in the "fragment" claim does not 
apply for the antibody claim since this claim still comprises antibodies which may 
be directed to regions with no homology at all (the new wording appears to be 
even less suitable to"characterise" the antibody. 

Thus the only acceptable antibody claim could be an antibody which is directed to 
the exact sequence. 
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CLAIMS: 

1 . An isolated polypeptide comprising an amino acid sequence which has at least 85% 
identity to the amino acid sequence selected from the group consisting of: SEQ ID NO:2 
and SEQ ID NO:4, over the entire length of SEQ ID NO:2 or SEQ ID NO:4 respectively. 

2. An isolated polypeptide as claimed in claim 1 in which the amino acid sequence has at 
least 95% identity to the amino acid sequence selected from the group consisting of: SEQ 
ID NO:2 and SEQ ID NO:4, over the entire length of SEQ ID NO:2 or SEQ ID NO:4 
respectively. 



3. The polypeptide as claimed in claim 1 comprising the amino acid sequence selected 
from the group consisting of: SEQ ID NO:2 and SEQ ID NO:4. 

4. An isolated polypeptide of SEQ ID NO:2 or SEQ ID NO:4. 

5. An immunogenic fragment of the polypeptide as claimed in any one of claims 1 to 4 in 

which the fragment (if necessary when coupled to a carrier) is capable of raising 
an immune response which recognises the polypeptide of SEQ ID NO:2 or SEQ 
IDNO:4. 

6. A polypeptide as claimed in any of claims 1 to 5 wherein said polypeptide is part of a 
larger fusion protein. 



7. An isolated polynucleotide encoding a polypeptide as claimed in any of claims 1 to 6. 

8. An isolated polynucleotide comprising a nucleotide sequence encoding a polypeptide 
that has at least 85% identity to the amino acid sequence of SEQ ID NO:2 or 4 over the 
entire length of SEQ ID NO:2 or 4 respectively; or a nucleotide sequence complementary to 

said isolated polynucleotide over the entire length of SEQ ID NO:2 or SEQ ID 
NO:4. 
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9. An isolated polynucleotide comprising a nucleotide sequence that has at least 85% 
identity to a nucleotide sequence encoding a polypeptide of SEQ ID NO:2 or 4 over the 
entire coding region; or a nucleotide sequence complementary to said isolated 
polynucleotide over the entire length of SEQ ID NO:2 or SEQ ID NO:4. 

1 0. An isolated polynucleotide which comprises a nucleotide sequence which has at least 

85% identity to that of SEQ ID NO:l or 3 over the entire length of SEQ ID NO:l or 3 

respectively; or a nucleotide sequence complementary to said isolated polynucleotide 
over the entire length of SEQ ID NO:2 or SEQ ID NO:4. 

1 1 . The isolated polynucleotide as claimed in any one of claims. 7 to 10 in which the 
identity is at least 95% to SEQ ID NO:l or 3. 

12. An isolated polynucleotide comprising a nucleotide sequence encoding the polypeptide 
of SEQ ID NO:2 or SEQ ID NO:4. 

13. An isolated polynucleotide comprising the polynucleotide of SEQ ID NO:l or SEQ 
IDNO:3. 

14. An isolated polynucleotide comprising a nucleotide sequence encoding the polypeptide 
of SEQ ID NO:2, SEQ ID NO:4 obtainable by screening an appropriate library under 
stringent hybridization conditions with a labeled probe having the sequence of SEQ ID 
NO: 1 or SEQ ID NO:3 or a fragment thereof. 

15. An expression vector or a recombinant. live microorganism comprising an isolated 
polynucleotide according to any one of claims 7-14. 

16. A host cell comprising the expression vector of claim 15 or a subcellular fraction or a 
membrane of said host cell expressing an isolated polypeptide comprising an amino acid 
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sequence that has at least 85% identity to the amino acid sequence selected from the group 
consisting of: SEQ ID NO:2 and SEQ ID NO:4. 

1 7. A process for producing a polypeptide of claims 1 to 6 comprising culturing a host 
cell of claim 16 under conditions sufficient for the production of said polypeptide and 
recovering the polypeptide from the culture medium. 

1 8. A process for expressing a polynucleotide of any one of claims 7-14 comprising 
transforming a host cell with the expression vector comprising at least one of said 
polynucleotides and culturing said host cell under conditions sufficient for expression of 
any one of said polynucleotides. 

1 9. A vaccine composition comprising an effective amount of the polypeptide of any 
one of claims 1 to 6 and a pharmaceutical ly acceptable carrier. 

20. A vaccine composition comprising an effective amount of the polynucleotide of any 
one of claims 7 to 14 and a pharmaceutically effective carrier. 

2 1 . The vaccine composition according to either one of claims 1 9 or 20 wherein said 
composition comprises at least one other Moraxella catarrhalis antigen. 

22. An antibody generated against the polypeptide or immunological fragment as 
claimed in any one of claims 1 to 6. 

23. A method of diagnosing a Moraxella catarrhalis infection, comprising identifying a 
polypeptide as claimed in any one of claims 1 - 6, or an antibody that is immunospecific 
for said polypeptide, present within a biological sample from an animal suspected of 
having such an infection. 
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24. Use of a composition comprising an immunologically effective amount of a 
polypeptide as claimed in any one of claims 1 - 6 in the preparation of a medicament for 
use in generating an immune response in an animal. 

25. Use of a composition comprising an immunologically effective amount of a 
polynucleotide as claimed in any one of claims 7 - 14 in the preparation of a medicament 
for use in generating an immune response in an animal. 

26. A therapeutic composition useful in treating humans with Moraxella catarrhalis 
disease comprising at least one antibody directed against the polypeptide of claims 1-6 
and a suitable pharmaceutical carrier. 
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